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DETAILED ACTION 

Election/Restrictions 

Applicant's election with traverse of group 1 , claims 1-3 in the reply filed on 
August 15, 2006 is acknowledged. The traversal is on the ground(s) that the claimed 
invention which, directed to a series of compositions, method, kits, articles and species 
associated with the diagnosis and/or treatment of proliferation (cancer), is closely 
related to form a single invention. Searching of all of 224 pending claims would not put 
a serious burden on the examiner. This is not found persuasive because each of 
different proliferative marker proteins require separate search both in the U.S. patent 
system and non-patent literature system. This will put a serious search burden on the 
examiner. The requirement is still deemed proper and is therefore made FINAL. 

Claims 4-224 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. 

Claims 1-224 are pending. Claims 1-3 are examined on merits. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 3 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 
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Claim 3 recites "MGFR" but it is not clear what the metes and bounds are. 
Review of the specification indicates that term could be MUC1 Growth Factor Receptor 
as disclosed "[0056] The term "MUC1 Growth Factor Receptor" (MGFR) is a functional 
definition meaning that portion of the MUC1 receptor that interacts with an activating 
ligand, such as a growth factor, to promote cell proliferation. The MGFR region of MUC1 
is that portion that is closest to the cell surface and is defined by most or all of the 
PSMGFR. The MGFR is inclusive of both unmodified peptides and peptides that have 
undergone enzyme modifications, such as, for example, phosphorylation, glycosylation, 
etc. Results of the invention are consistent with a mechanism in which this portion is 
made accessible to the ligand upon MUC1 cleavage at a site associated with 
tumorigenesis that causes release of the IBR from the cell." 

It could mean the amino acid sequence "PSMGFR" as disclosed at: 

[0048] FIG. 14 (color) is an image of a 96-well plate illustrating a color-change 
drug-screening assay identifying several compounds that intefere with the interaction of 
the MGFR portion of the MUC1 receptor and a multimerizing ligand(s). 

[0044] FIG. 10 (color) is a silver-stained gel showing ligands that were fished out 
of cell lysates using the PSMGFR peptide, in the absence of the protease inhibitor 
PMSF. 

It could also mean the peptide sequence MGFR. If that is the case, then it 
requires SEQ ID NO because it has four unmodified amino acids. 

In addition, "MUC1 Growth Factor Receptor" is not an art-accepted term. It is not 
clear what "MUC1 Growth Factor Receptor" is. No one in the art has been used the 
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term except the instant inventors. Note the attached Exhibit A, which is searching the 
term in Medline through Dialog (155), and 26 other medicine files of Dialog. 

For the purpose of this office action, the Office would assume the term means 
"MUC1 Growth Factor Receptor" as defined at Paragraph [0056], and also means 
MUC1 . However, this treatment does not relieve applicant the burden of responding to 
this rejection. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1 and 2 are rejected under 35 U.S.C. 102(b) as being anticipated by US 
5,108,933 A (April 28, 1992, hereinafter the '933 patent). 

Claims 1 and 2 are drawn to a kit comprising a first article comprising a receptor 
peptide immobilized, and a candidate drug, and further comprising a second article. 

The '933 patent teaches at column 7 lines 37 to 52 teach a receptor immobilized 
to a colloidal agglomerate and an antibody or other substance binding to the receptor. 

The '933 patent also teach at column 12 lines 17-34 "magnetic particles, such as 
specific antibody. Similarly, the well-studied interaction of biotin with avidin may be used 
to advantage for purposes of causing specific agglomeration reactions where such 
agents are not otherwise participating in the method. Under such conditions, the 
resulting agglomerate may be removed from solution via centrifugation, filtration or, 
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preferably via magnetic separation. It is also possible to use the above-described non- 
specific and/or specific agglomerating agents in various combinations, if desired. Thus, 
second colloid addition plus salting out would be feasible, as would the use of a second 
magnetically responsive colloidal particle bearing a receptor capable of cross-linking 
with a substance present on the colloidal protein magnetite initially added to the test 
sample." 

Since the method claims in the '933 patent uses the receptor capable of binding 
to the determinant (see claim 41), it is inherent that the receptor immobilized in the '933 
patent is "free of interchain binding region to the extent necessary to prevent 
spontaneous binding between portion". 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over the '993 
patent as applied to claims 1 and 2 above, and further in view of Spicer et al., (IDS C2, 
J. Biol. Chem. Vol. 266, pages 15099-15109). 

Claim 3 is drawn to kit comprising a candidate drug and MUC1 protein 
immobilized to colloidal particle. 

See above 102(b) rejection for what the '993 patent teaches. The '993 patent 
does not teach MUC1 as a receptor being used in a kit. 

However, Spice et al., teach that MUC1 has been well known before the effective 
filing date of the instant application as tumor-associated protein. 

Therefore, it would have been obvious to one of ordinary skill in the art to use 
MUC1 in a kit to screen a useful compound to affect the function of MUC1 . Making and 
using the kit would have been accomplished with a reasonable expectation of success 
since the immobilization technique and MUC1 sequence had been well known in the art 
before the effective filing date of the instant application. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU, Ph.D. whose telephone number is 571- 
272-0839. The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Siew can be reached on 571-272-0787. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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